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THE REPLY R, Pn niT^^ t C ° mmUniCati ° n appMrs on <"* co ™ «*> the correspondence adless 
! I. t f f 0 ,V FebrUarY2005 FAILS T0 PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE 

^cTo^fs^^ 

^eTe n :^Z^ under.,37 CFR 1.136(a) and the appropriate extension fee 

under 37 CFR 1.17(a) is calculated from: (1 ) theTpirat on ^ oS^^^^S^ amount of fe *- The appropriate extension fee 
set forth in (b) above, if checked. Any rep y received I by the Office ater thTn ml mol?^ £ 1 ? V °C 9 ' nally Set in final 0ffice action = ° r (2) as 
may reduce any earned patent term adjustment See 37 XFR1 TO4rb) m3 " 9 date ° f the final rejection ' even if ^ely filed, 

NOTICE OF APPFAI v 



3 ' D MnT* 80 ? amendment < s > filed after a final ejection, but prior to the date of filing a brief, will not be entered because 
a □ They ra.se new .ssues that would require further consideration and/or search [see NOTE below) 
(b)LJ They raise the issue of new matter (see NOTE below)- 

(C) D aTpLTanr 66 " 16 ' t0 P ' aC6 ^ aPPHCati ° n ,n f °™ ** appeal * red --g or simplifying the issues for 

<d)D They present additional claims without canceling a corresponding number of finally rejected claims 

N0TE: • (See 37 CFR 1.116 and 41.33(a)). 

5 n Aon,t?nJ! me I*?'" in COmpNanCe With 37 CFR 1.121. See attached Notice of Non-Compliant Amendment (PTOL-324) 
5. |_| Applicant s reply has overcome the following rejection(s)- 1 ,- 

6 ' D noral P waKi 0 m(sr nded ^ "° M * * 3 time * filed amendment canceling the 

^ZSZlS^SS^^^!^^ 0t be entered ' or b) S Wi " be entered * a ' 



The status of the claim(s) is (or will be) as follows- 

Claim(s) allowed: . 

Claim(s) objected to: . 

Claim(s) rejected: 1.2.5.7-9.11 14 and 17-77 

Claim(s) withdrawn from consideration: 

AFFIDAVIT OR OTHER EVIDENCE 



T^questjr^co^eration has been considered but does NOT place the application in condition for allowance because: 
13 □ Other" 16 att8Ched ' nf0rmati0n Disclosure Statement(s). (PTO/SB/08 or PTO-1449) Paper No(s). 
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outstanding rejection under 35 U.S.C. § ' M IsSS^^^S^S^ °h the f0 " 0Win9 reaSOns: ln regards *> the 
requirement is viewed in light of the state of the art ^^^^^^^^^^1^ that the Written description 
paragraph) and that it is clear that the invention l^nSnXSS^^^ } the time the application was filed (pg. 3, 2nd 
what is needed is that the skilled a^^^^^^S^^ for the purposes of written description bu rather that 

2.s?' led «f rt, r at the time the file H d an K d the know,edge n*s?£ 

skilled in the art, upon reading the specification, would have understood what EL™ ? ? 6 ", med Subject matter and that one 
gene and that thus, Applicant was in posession of the cSed invent too 6 ^7nT^ ™ RNA * h f* is homologous to any target 
persuasive or the reasons of record set forth in the prio -Office ^ActSn which Lnl»*^ P f a 9. raphs )- ™* argument is not found 
teachings 1 of the prior art as a whole, fail to provide or poinYXe sS the disclosure of the specification and the 

gene that ,s commensurate with what is claimed, that wTp ovSe the function nf Sma f-f" h3V6 3ny degree of homolo 9y to any target 
that the degree of homology for the claimed m^nteM^^^^^^^Tl^ 0 ^ * a " y Ce "- Applicant further ar 9 ues 
recognized by one of skill in the art because the 8DecifirafenSh-f* • . f exam P |es of the specification and would have been 
the sequence to which a homologous ;RNa!s desired and SI ™S?„ "^^transcription of RNA from a DNA template that provides 
Applicant then presents arguments conTemfng'thTe'rro 'ateso 7™S$£*VZ£ VoTJr^ ( f, 6 ' *« Paragraph ^T^T). 
the outstanding grounds of rejection. Applicants arguments dc . riS^SeTSX'tJ Z ? ' * ' S "?* C ' 6ar how this ar 9ument addresses 
any degree of homology to any target gene, that is a > mme^ T ato^^i^i^^ U ^ Te ° ™ RNA wherein that RNA can have 
to any cell. Applicant further argues that the specification des teach^ funCt,0n of RNA interference 

because the specification provides an example of a dsRNA molecule Hiatus fi?R hn .in 9 th ° f ? e dsRNA hom o'ogous to a target gene 
dsRNA is successfully used in the method as claimed ( p™ ^ an u PP er «mlt on what sized 

the logic used in designing antisense molecules and that one sk ledTn ?the art rlrolnl^ l ° w ^ m ' ton the size of the dsRNA is evident in 
specificity is 17 nucleotides, (bottom of pg. 7 bridge to pg 8) Th , a raumLn ifnnt 9 ? 68 ^ mm ' mUm dsRNA size to acnieve ta rget 
specification are exemplifications of the claimed invention and the inS eXamp,eS drawn from Applicant's 

Applicant. In regards to the minimum size of a dsRNA "molecule ' /SSn??Z ™nt ^ '° the SUbject matter as exemplified by 
rejection in that they provide or point to no partcd^s^^ ail to address the outstanding grounds of 

Applicant has argued that the specification teache^S^^^^ interference. In summary, 

size ranges for the dsRNA and the methof of making dsR^A?omol^S?to hi ta„2 « ^ !H C ' aimed invention as we » as the 
knowledge of the skilled artisan at the time, a skilled artist based on the disclosure and the 

matter (pg. 9, 1st paragraph). However, this argument is no7founc I Dera^i fnn.-,? ad spossession of the claimed subject 
California v. Eli Lilly wherein the Court of Appeals for the Federal SreSsteSJ' wSm the Regents of the Universit y of 

usually indicate, with specificity what the generic claim en wmpass OnelkSd JlT'T '"^ T 9 Chemical materia,s ' 9eneric formulae 
can identify many of the species that the claims enc^mpas? AccordSv such * form,^" dlStingu,sh Sucn a f ° rmula from others and 
claimed genus." However, an analysis of the facts in the instan TnrifrSTS » S 3 " adequate description of the 

general formula for RNA, in that it is comprised ofAt^^uJe^to^^^^ 1 a f ° Ugh the State of tne art ^cognizes a 
from another RNA is the fact of primary nucleotide sequence wXSSch l^ nX^™ 0 **"" ^ What disting ^hes one RNA 

the communication filed 7/15/2004, that the presSTpeciSl ^5^ nted arauments tha t were previously presented in - 

practice the full breadth of the claimed RNAi therapeutic ^S^fan^^SP exam P |es ; c ° nt ains ample direction on how to 
persuasive for the reasons of record set forth in thfpr or Office^ Son AoS4l!h« P ? ragraphs >- J hese ^guments are not found 
Examiner discuss the various successful ways nucleic arM i ^Li,?,!?^ Appl,cant has also ar 9ued that two of the references cited by the 
the abovementioned references do discuss The SS»SSSS^^t C °" eCl in P ° intin9 °* 

references, taken as a whole, and as set forth in the pitorS^eA^S^^ 6 de [ lvered 'n vivo, to cells, neither of these 
will predictably translate to in vivo results, in part aHeast K^SJSIf ►? a " d bi ° logical activitv observed In vitro 

applicable in vivo. Applicant further argues that ^^St^^X^llfSf tech " ia - ues for delivery in vitro are often not 
ntravenous delivery methods as taught i f fte si^cafon hSa,fiT t < A Ca " be successfu »y delivered in vivo using 
However, Applicant's contention thatt^ 

nvention .s not persuasive because the determination of an ?enabl?w dlsclotfp iSfif k"/ 5 noi ™ cessa V to carry out Applicant's 
published several years after the filing of the instant app ication and fteSoi EnSh ♦ ^ ° f fi " n9 - These refer ences were 

^^^^ 

d the .nvertebrate animal, C. elegans and that the teurKS ^ 'l 6 in the Fire s Pooiflcation is limited 

heer speculation. However, as pointed out by Applicant TnThe Instant PreSo^P l^n„ f ^" '? h ' 9her ° rder ' verteb rate cells, was 
e enabling. The Fire reference is a patent. The rejection under ^ ° 0t required for a specification to 

*iich..s presumed valid. Applicant argues that Fire in papen ^authored ^r^ii™ f ♦ * m ?oo an ' SSUed patent ' the enablement of 
SK? R T in H mammaNan Ce " S and provides 2 quota's However ^^XSaTl^J^!^- ^ ^ the SpeCU,ative 
pp ication fi le and were not provided by Applicant in this response Therefore bZSS. £ S V PP " Cant are n0t of record in the 
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wish to submitt such with any request for continued examination. 
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